PRS14

RISK-BENEFIT ASSESSMENT OF TELITHROMYCIN FOR THE TREATMENT OF CAP USING QUALITY-ADJUSTED DAYS (QAD) LOST
McGarry LJ 1 , Iskandar R 1 , Calimeris L 1 , Dai WS 2 , Wu JH 2 , Weinstein MC 3 1 Innovus Research, Inc, Medford, MA, USA; 2 Sanofi-Aventis, Bridgewater, NJ, USA; 3 Harvard School of Public Health & Innovus Research, Inc, Boston, MA, USA OBJECTIVE: To conduct a benefit-risk assessment comparing telithromycin with other commonly prescribed therapies for the treatment of community-acquired pneumonia (CAP).
METHODS:
We developed a model to quantify the benefits and risks of telithromycin versus other common therapies for CAP in terms of quality-adjusted days (QAD) gained. A typical 65-year-old patient was assumed to receive amoxicillin, clarithromycin, or telithromycin for the treatment of acute CAP.
Drug efficacy, drug resistance, adverse event (AE) rates and sequelae, and utility decrements associated with CAP and AEs were estimated from published clinical trials and other secondary sources. Benefits of telithromycin versus other therapies were assessed by estimating the gain in QAD due to successful treatment of CAP. Risks were assessed by estimating the QAD lost due to treatment-related AEs (liver toxicity, prolonged QT interval, diarrhea, and blurry vision) and their sequelae. The net benefit of telithromycin was calculated by summing expected benefits and risks over the 21-day period after treatment initiation (including lifetime QAD lost due to death and chronic conditions). We used a second-order Monte Carlo simulation to evaluate the effect of uncertainty in key model parameters on our findings. RESULTS: Patients treated with telithromycin versus amoxicillin are expected to gain 31.01 QAD due to successful treatment of CAP and 0.26 QAD due to AEs. Versus clarithromycin, telithromycin patients lose 0.01 QAD to AEs; however, the net benefit is a gain of 13.09 QAD. Probabilistic sensitivity analyses showed telithromycin to be at least as beneficial as amoxicillin and clarithromycin in 85% and 68% of 10,000 iterations, respectively. CONCLUSIONS: Telithromycin demonstrated a net benefit in terms of QAD gained versus both amoxicillin and clarithromycin despite slightly higher risks due to AEs than clarithromycin. In general, QAD lost due to AEs were negligible compared to the potential benefits from successful treatment of CAP with telithromycin.
PRS15 PREDICTING EXACERBATION EVENTS IN COPD USING ADMINISTRATIVE DATA
Nelson LS 1 , Mapel DW 1 , Lydick E 1 , Marton J 2 1 Lovelace Clinic Foundation, Albuquerque, NM, USA; 2 Pfizer Inc, New York, NY, USA OBJECTIVES: Cost-effectiveness modeling in COPD is often problematic because the utilization data is usually derived from participants in randomized clinical trials, who may not be very representative of patients treated in the general population. We used the administrative data of a large cohort of COPD patients treated by one managed care system to see whether exacerbation events could be predicted with sufficient accuracy to be used in cost modeling. METHODS: COPD patients under usual care who were continuously enrolled in the Lovelace Health Plan for selected, seasonal 6-month blocks during the study's observation period (September 1, 2000 to August 31, 2003 were identified using administrative data and a cross-sectional-pooling design (N = 2850). Subsequent exacerbation events, defined as hospital admissions or outpatient encounters with a primary respiratory diagnosis, were captured from the database. Logistic regression models were then developed to identify factors associated with exacerbations. RESULTS: Approximately 46% of the cohort had one or more exacerbations during the observation period. Factors significantly associated with an exacerbation (p < 0.05) included age, the number of pulmonary and non-pulmonary outpatient encounters, the total number of prescription fills, having one or more serious comorbidities, ever having an additional diagnosis of asthma, the season of the prior 6 month period as well as having had an exacerbation as well as many two-way interaction terms. The model was able to predict the status of patients with a good degree of accuracy (69% concordant, 30% discordant, 1% tied). CONCLUSIONS: COPD exacerbation events can be reliably predicted from the utilization data commonly found in health system administrative databases. The predicted probabilities from these models can be used to estimate transition probabilities in Markov and similar cost-effectiveness models.
